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1 

<) . 

2 1 ijiB t KS^as*i 1 aeAiofiiftT 

gO-CO> • 12H>0 HgO-AUOj • 2Si02 -11020) 

((BU iC+n«2*«©*ii»T*s) 

ltt*«3] KltB(fM«aS*t2S6l±*^e.;5:?>Ct 

A. *Kft7JP5:;:'>A, i^K, «?B6*fc«^x>l6(D 

* U "^Afi. «'&7;l/ = n'>A/Vi/^->C/Aft^!fe : 
AI2O3 • 6MgO • CO2 • 12HjO MgO • AUO3 • 2SiO 

2 •nH20 (fflL. n(i2*iKO#Sft) 

m^me] mfS7)Vi3mmtii^^-f^v-)i(D 
A«s fctt7 ^t--:? Aigo J; 5;5:7;i'* u ffiA* e))^?) 



(2) !^MJP5-29483 1 

[0 00 1] 
[0002] 

[«*««] EPAl 0 005 129 

7'/-Jk ■r;fa:t>-&5-^h+->-2- ( ( 

=*^v-3, 5-i?p<5';i'-2-tf'Jv:i;w x 
;w7-< -jw - 1 Yi—^>x^ x^^j-Mtmfkii^moi 

Nov. 27, 1982, p. 1223~1224) , ^, +-}tPSI«© 

«I«1 0^i-J;OSVi. *fc4'tt©pHfflTttiMSP{*^3i 
20 Kit*. «|A«pH=7Ttt:fpl:^7>y-;i'®¥«»3tt 
#91 4l^m-C»«.fiDtr^SU SpHfiTttSStttfTW^ 
5£Mttf -Dt^V^CPllbrant. Cederberg: Scand. J. Ga 
stroenterology, 1985; 20 (suppl. 108) p. 113-120). 

^xm^s-tB^vc^mz^^xmAitu 7}vij u tts 

lBft^tlt©?i^tlT*5tftSn*. :t^::/"7'/-J1^0 

[0 0 0 3] :tpt7'5\/-;V©^Jttt»C-r)V»Tlit>nT 

^ ><::/'7y-;i'©ffiPt9:il}g«aHt, SJ&tt©^iKa:©S5' 

[0 0 0 4] t h©ISI^^»CiJViT, 

S?S^©iigKJRStcKSb'55::t*^^75>ofc (Piibra 
Dt, Cederberg: Scand. J. Gastroenterology, 1985; 20 
(suppl. 108) p. 113-120). %^^W-X^^1S.:i: :f--fy 
>/-;W©l9;«}^»SB«04'*K:iav»88»T«i>S»CStt 

[0 0 0 5] •^:^-fv'/~)v^m^<D^mt.<Dmmi'i^ 

40 ^<i;,z)n.:ir:^-:fy'J-)V<Dmmtkli^^%^1tmz 

*©li^^ligtt, LifiXytti)^^. ^mt^^XY^^iXX 
Vi«>, fcL-?-©i:5;^ct3£3fe©)BiS^K-p«*5ns;5:e) 

[0 0 0 6] K'«^)£tt«l6j±$-a-?.ft:J&{Ctt, 
7 V-;i/S^tJfefiB^^tt7;l^* U SitfiSi^* 
n«;tt5;^V5. ■€-®J:5;tt7;u*'JttS«»*«^€»S© 
5<7 e¥*©»»iJtMffl#'J^-, fc<!:^«-fe;l/D-X7-fex 
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(3) 

3 

■en*j8«rr«. 

[0 0 0 7] :t>i:^7V^-;w©lB^^K&iSUfcf9:^j^ 

Ji±»C5UBt:fcScaDd. J. Gastroenterology, 1985 ; 20 
(suppl.) 113-120HICPUbraDltCederberg JCJ;-o.TS 

[0 0 0 9] DE-Al 3 046 559 \Z\i.tStMmz^Wt ^13 

[0 0 1 0] DS-A 2 540 979«)K^SKSrJSbfcjSPlS 

U-7.7^Z.'T~^V'79V-Y (CAP) Ct^ftifeSi: 
[0011] DE-B2 23 36 218 tt 1 aeA±©fi!*©K^ 40 

[0 0 12] DE-Al 1 204 363 li3SttS;&fe€:iJi?S-r 

s. ^2jgttpH»c^i^t)D;a<*mtt-e*t). mmit 
mm&mr$>^, de-ai i ei? eis »cffi«$nfc©?pj* 



#n¥5-2 948 3 1 

4 

[0 0 13] DE-Al 12 04 363 ttlHl)iTOBIIfii©«PH8 

^m^ti>ftii)\z 3 ® sata-rs z. t ^m^x\^^i>ifi. 

i:©<t5;5:Bfi<Itt*5§W©«B^1-T*5>. GB-Al 485 67 
a:Vi 5 ©ttg[©'f ©;i-^y7y-;Vi:«-r5K©?¥«)6< 

:/7 y-;i/©»»s «>& &-r^: t »c &T?sb 

[0 0 14] 10/85/03436 tt— Jt©pHi:— SOS6»)t 

SB«-r*. ;i©fiastt^BiT®fflajs:«ii««a*H'i« 

^ou&mj&o»is^^izm^sm^^x^. 

[0 0 151 

[5gBJ*^)S*LJ;'5i-r-5MS] j:©J;3ic:t^:/7y 
-;Hi?pj©^Stta^^}-&fe©-eB;S;<. SfcHStttr 

2 L life*. «£*tt#?feAEJ5SS^j!i^ite$nTVifc**, 

t>75^iftfe©ttt#ti*«?5:<. ij^-Di^^umm^moy^ 
m\mm£^mr$>^. ts^r, ^ejfett©j;Vi:t^:/7 
^/-;^ig^Stt$»i^l©H5!*^i^S-ca&o&. 

[0 0 1 61 :ii9tmosmtmm»'^'(*mmm^ri^ 

K), '^m^<i7)vtiv^tm'^Tmmz^mL^ gusK' 

[0 0 1 71 

2e(±©g mi', 2S/5:tt31) T«SU -f©*^ 

#iei4*^*fctt=pett©ssi±s$T^.6«jfi*^ 
fitb\zm^^:^m-v9!km^nx. :^^^m<i&i^^Mz 

[0 0 1 81 ^68^ 

mt^u-^mzmmiL^^»m<Dt:f--^yv-)i'&n 

^ftibiz. :t;<:^7y->iHi^Stt©, »*b<t±*j§ 
tt©. fflffl©Elgl«»t. ■€'UT7;W*Utt*fctt:^:JS 
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5 

L<«pH=8et±® "^Blf6<JpH(inicro-pH)" ^f^O 

jtj'J'i'Am. *;i'>"i7Affi, ■7if:^i->'i7A«. 7;V5- 
"^AJg : «iji{si?i«i«c»a«fflsn«)«js?. fctA«*ig 
fl:7Jl/5-'>A. *SI<b*>'l^v":'A. *ll<kvi';?i->"i7 

s -eMgO-COs •12HiO(Mg«AU(OH)ieC03 •'ffliO^Mg 
0 'AUOj •2SiO! •DH>0(ffit, nti2^j^cD|^S 

t H 5';U7 5 / 3^ >*fcttte©IS<H©»3i± 

;in^!f»S«;tt^« EP-A2-124 495, 
[0 0 19] «&*{i^!^tt5)«Ct»t?fiffl(0®ilXST/h 

[0 0 2 0] ^mm 

mz^f&mtwr^fm^mmiii^pum 

:i<!:*tT^S. ^^RIlOpH^ffii4«$e>IC^-Ol(C, 

»fl:vif:^^->'>A. *«ibVi^:^i/':7A, ^K^i^^v 
^/A. 7ic.mt7)l^~0l.. *l6jk*;Uv"t7A. ^167 
Jl'S-'^A, ^K*Jl'->'?A, ^-it^TJVZ-OA. ■ir 
-1'K;*JJl'->':7A : 7;W5-'i'A/Ti/:^iv':7Affi^«!l 
S, i^^: A(2 Ah Oj • GHgO • COi • 12H2O (UgtAlt (OH) 
16CO3 -4^0) . MgO •AI2O3 •2SiO! -dHjO (n«t5 

©38S;a:ll^i«*fctt^«B^o:^^'J'>A^e. ijv^A 

ti)V'>'yAm. -^tf^z^^Am, 7)v^=.'yj*m^ 
^m\inrz^mm>^-r^zt\z^r)^itt^zti!)^r 

100211 ^>«»}4««5H^V5/ h*fc««5SiJ-l:: 



(4) #||iP5-2 9483 1 

6 

^rc\i.iRm^mmi&}^ vftmmmm@\z:^^^xm 

'J 13 -)W 3l? 'J tx;nf n ij H >, u t;r.;i'7;P3- 

JO ;*?;v-fe;wn-x, *'J b'-;P7-fe^-;i'i^x5">ii'75 
/7-irT— h^O«f*»&S«n*. ^^ill©)*$tt2w 

K±, «SW©»&. Iff t L < tt 1 0 Mm«±-t?»S. 
[0 0 2 2] 3-5^^ >i^$3iiffl-r^/S:«) 

^ir. sissns. :i©«^ffi©^iSi:9^i&<I^Jf>M)^« 

SfflliTlB*«E<8^jn5, ;nfi3©^iiet4»^-h^$ 

sn^*Stt*>*-eii3iJc^^»t--5teSij©K>gS"jA> 

>*^-feJi'©ig-&, ii7^>:f}:f-tMtf^»^mfStv 
T©f^ffl=&-r^. 

[00 23] WtSifeKW 

>i^SfcB3j?U-7-©*iJJ:r;/SfcttS^;ft* 

«^(«©ffi?}« sffl K Wffijj* 'J V-© 7T- y i7 ;^•t^• 
30 m'i'mwim^mtstiftmmizmm^n^. m^^mt^ 

'jv-iUT«, •fe;UD-;^7-tx-h7^ 

h, 3pUlfx;V7-fex-h7i'V-h, ^Jl/^+v'jjt^' 

;pxX7-;i/*«^«^. &tAtfSiB« Eudragit(Sg) 
L12.5ifctt Eudragit(KiK) L lOOd^-A yyJV 

-XltUfc:i?iJ-7-i^«S[}S. Aquateric 
40 (SS) (FMC Corporation), Eudragit(S8#) L 100-55 
(W-A 7r;i'V). Coating CE 5142 (BASF) Sffiffl 

X i'X^KxXT-'K /ci;^.tfHi&«Citroflex (fS 
8() (Pflzer)tL/tae*a-5t>©. 7^'-;i'SxXx 

■^mm(omim'^^Jsm&mt->)-7-\zfs.c 
T&mfimiz-r^ztni-vt. mmm^mt-'j-^- 

©1~2 0X©ttH-C»'6. ^JUi?, ftJfl^i: 

50 ©5^»«lt>*fc)i«ifeR»fc^*-&s;it*»Tr#4. 
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(5) 



!t$M¥5-2948 3 1 



8 



CO 0 2 4] *>< bT. ^fim\z^^minsMm\t^:^ 

[00 2 5] giBE^IPg 
1f75^>*:/-t;l'*ittt1}-y->ii (Sachets) 



[0026] ^ 

iaDt9:^}g©iSii*Stt*f8?«©te®MHT**. SIS 

a5^, -t-ntti BSAiD ilHl*>^»:l5lg-^sn^. fttt 
5B:/t&A(trei#©iB8iJ©S^. i9:4m 

is. -JJSlc, 1 Hafcr)a-^«tt:^-^^:/^7-;H~ 
4 0 Oiiig©«gffiT*S= »r«igPtg^Jgi£fflV»fcJl©ei 
;s^^i=©}&«;i&ft«*5Sig©M(C'ft&©fiOffi«&-r*>©-e 

[0 0 2 7] 

[0028] 
[«1] 



(AI>03.6MgO.C02.iaiiO) 



15.0 
134.0 
5.0 

1.0 
5.0 



15.0 
119.0 
5.0 

1.0 
5.0 



15.0 



15.0 
119.0 
5.0 

1.0 
5.0 



15.0 
118.8 
5.0 

1.0 
5.0 
0.2 



15.0 
118.5 
5.0 

1.0 
5.0 

0.5 



15.0 15.0 15.0 



160.0 160.0 160.0 160.0 160.0 



[0 0 29] 



*2 



m2] 



II 
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(6) 



#M¥5-2 9 4 8 3 1 



10 



2.0 



2.0 



t HD+->7'ni;;v^5";^fe;VD-X73'V'-> 7.0 7.0 
•t'f)V7)V^-)V 0.5 0.5 



[0 0 3 0] *»< UT#&nfc«?B5&-?-OiS:f-:/> 
T^ii«EjS*#. fiP%4 0t;, 7 5 %«jtifSST!B')85t 



[0 0 3 1] 
[S3] 





1 


2 


3 


4 


5 


I MJ&i^ 


c 


A 


A 


A 


A 


6ot: ; 7 


E 


C 


C 


C 


C 




F 


B 


B 


B 


B 




A 


A 


A 


A 


A 


60t: ; 7 B» 


E 


A 


A 


A 


A 


4ot: 7s%mnmm ; 7 


E 


A 


A 


A 


A 



[0 0 3 2] ±<D^-cA (66) iiHi^FnfcK»tt-r [0 0 3 3] %mm 



II f— :f;j<:/7V^-;W 
[0 0 3 4] $£JSfi!ti> (I) <£5*iJ— P^ffiji^L 

III |— tHD:^r->7'De;M^;p>t;PD-x 



16 15 08 
BOOg 
600g 
400g 
2000g 
5 Og 
80g 
4400g 

[0 0 3 5] 



6000g 
24 Og 
4800g 



*'J.T-jS« (iii)&*[W««»;a:b©'^U'yh±ti« 50 i(imSSTx:/l^-Lfc. x:/w-3!f>»ifi«ifK®±tc 
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(7) 



!|$HV5-2 94 8 3 1 



11 



12 



lB*mfc. ♦ * [0 0 3 6] 

T-feh> 

[0 0 3 7] iKU'^-gjat (IV) £aE«l««firt'?flc© 

V- ufc. *i^-&*fio. 5?6ic$£«i^. mm^^v lo 

3 0«©*:/-t;i.*ftj»ffllt*CffiH^CK«>fc. 
[0 0 3 8]^iS«^3 ^ 

II r—^^'f^^J-Ji^ 
III f— *Uli=:;HfDUH> 



&00g 
5 7g 
3g 

54 Og 
23 Ig 

[0 0 3 9] 



1620g 
8 Og 
6 0 g 
4 Og 
200g 
1. Og 
9. 3g 
5 1 5g 



★ [0 040] 



c: 



50 Og 
2 Og 
40 Og 



mwsL^ vvv \twi&m 2 \z$im, htzm*) trnss n 30^ [00 41] 

f raiai'^w^' h 5 0 0 g 

IV I — tHD*->:/Di;;M5=-;^t;H3>-;^7^'i/-h 4 5g 

7-feh> 2 1 9g 

X^^y-jV 6 8 0g 

B^ftli&MiU&'^Uy httSI«IW2KIB«t«:J:5fc ♦ [0 0 4 2] Sl««4 

I r— T>Xh-;H&* 161 Og 
#t*7^ h-;^ 8 0 g 
yilta^i/zfaiijv^jva-T. 6 0g 

^— «jlSft'fe;i'D-;^ 4 0 g 

II 2 0 0g 
Pluronic P68 1 0 g 
«»*«=::^^U^rA 24 g 

4 5 0 g 

M'|l8ttaJB(D^V>^W>;;h»^i&«j|2iCfB«U&9r)iC [0 0 4 3] 
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(8) 

13 



5-29483 1 



III f— #ui;r:;n;DU h> 
fc, * 



14 

SOOg 
3 Og 
40 Og 



* [0044] 



IV 



I— x3'y-;p 

[0 045] ^«i|5 

ty—V/\i~)V7)V::i-)Vy^V-V) . tHn^v 

I 1 — y9Y-7JSii^ 

II r-^:^'fy'/-)^ 

[0 04 7] ^fmm^vvv 



50 Og 
45g 

5g 
3 7 1 g 
680g 

+-9->, Citroflex ffig) , ±^)V7)VU- 

fc7K*'^--X{:Ufc3}fJT-4}-ffliK, fctAfiAqnateri 
c (SiB€ :FMC Corporation), Eudragit L 100-55 
(MSi^. , Coating C£ 5142 (BASF)A^^iSii'e 

[0 04 61 



2 7 7g 
1 1 Sg 
2 5g 
2 5g 
5 Og 
5g 
2g 
0. Ig 
1 7 Og 



[0 04 8] 



III I — Eudragit L 100 
— X.9/~)V 

im$im^vy htt±Ei:i^«{riijsiufc. 
[0 0 4 9] 



SOOg 
4 5g 
4. 5g 
1 3 2 Og 
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(9) i^M¥5-2 948 3 1 

IS 16 

I ^3^•;)^:/vy-;^:^^u•>A^fi 3 3 9g 

T>:::h-;H&* 2 42 2g 

1 2 0 g 

t Fa^5'yptf;Hr;H3-x 9 o g 

-«ilSft-fe;wD-x 6 0 g 



II p: 

I ^3 



-^•^UJHWKTJ-hU^A 7g 

-jRS* ' 6 5 0 g 

i*t»inir-6£ll41-ttllig«^ 2 tcE«U?ta 0 fcSH! * [00 50] 

+MftWiftb©'<^y h 5 0 0 g 

III |— t1«D4^5/:?'Di;;M9'jW:;vn-x 2 0g 

— 4 0 0 g 

III -nt^mmhit^vy V 5 0 0 g 

IV I — k F u^i/-/u i;;w^f';wr;VD-x 2 o g 

SRS* 4 0 0 g 

2t3©4'ra«s)i, III tiv«i}]^ufcj;5tcjSft*g ^ [0 0 5 11 

^Wm^Vv h 5 0 0 g 
V (— t H u^i/-fu }f.)V:^^)V^\^U'-7s79V- Y 5 7 g 

t'^-}W)\'Zi~}\^ 3 g 

T-feh^ 540g 

-X.9J-)V 23 Ig 

ffi^sis^aiESLfc'^ky hcDSiji»5ias«d2tiB«L ★ [0 0 5 2] m&mi. 8 



I 



7 


. 8 


2223 


222g 


167as 


1473k 


100k 


100k 




200k 


Sg 


5k 


SOQb 


37Sg 



II |— 9»>'J;^»ll:^^u^7A 

JiEi^tftfc»l)PT-&g;^tt*!ge!12 ICtB«®iiD»Cff 6.-^ [0 0 5 3] 

7 . 8 

^m!Jsmfs\y<o^vv v 5 0 0 g 

III I — t Hn^'>:/nif;i'pi^jHr;kD-x 2 0 0 g 
l-HRa* 4 0 0 g 

^vv htt^jiw2teiB«ufcaDfcp«snfc. [o 0 5 4] 



-227- 



(10) 



!|$HiF5-2 948 3 1 



17 



7 . 8 
500s 
57g 
3g 
540g 
2 3 1 g 



nis^Rit'^ V V h \imm 2 i:iB« b)&a 0 (rmfi^n * [ 0 0 5 5 ] idSM 9.10 



*io imoism 



|gi&{Si)|No. 



II 



□ 



(:i-^:/^!/-;P4 0 0 g»c«s-r-5) 
A 

5 iiiiii<D?L<&Wr«.«S*a3i$-&)£:. 7,T-7 u ytk-^if^ 

[0 0 5 6] »M«g3-yW>^ 58 

tt^^i? I — 7, 

:}?'Jfr:;HfP'J H> (PVP) 
X^'Z-JV 9 5% 

2:;*:©<t9lCtTK?iiJLfc. h-7.?£P VP05X3' 
/-;U}§iS-ClK[«jbb, $£JSLfco ItJSm, Xx7U> 

(Manes ty DryCota: 
iSift*, ««) »ffli«}ett^£fflv^TIS;ja«aLfc. ft* 



9 

40Qg 



142Qg 
lOOg 
1% 
12s 
20Qg 
30g 



1 0 

42Gg 

1409s 
lOOg 

12s 
200g 
3Qg 



4 0 0 0 g 
1 8 0 g 
4 2 0 g 
4 2g 

★iaMSSnfc«SSiJ©teJfll«»H> 4 7 5mgT*^fc. 
[0 0 5 7] B|jggclS3-7"^ >y 



aHl kgJr:3#K«l kgcr>S®n-7^w'>i^««4a 
[0 0 5 8] 

[lt«(«)l] 

Jttj^I, IK III 



1 5 0 Og 
1 0 5g 
1 50 OOg 
1 5 0 0 Og 
3 1 5 0 g 

z.i^i^<!^mLm.'^mmmimw^is.\^^^\z\t. « 



L 
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(11) 



4$M75-2 948 3 1 



19 



20 









mmo. 








I 


II 


III 


I 




mog 


161QK 


161Qg 






80g 


8Qg 


SOS 






60g 


60g 


eog 






4Qg 


40g 


40s 


II 




20Qg 


20Qg 


20Qs 




Pluronlc F88 




lOg 


lOS 






2e 


8g 


24g 




' — 


45Qg 


4508 


4S0S 




[0 0 5 9] 







'i>mmmtsiL<D^uv v s o o g 

in I — t HP*>'>^a i;;v;»i^;Hr;uD-X7i' i/-- h 4 5 g 

-t^jvrjvzi^n^ 5 g 

;)l5^k>irn9'f F 37 Ig 

' — X.if/-)V 6 8 0g 



mm&m^m vit^u-jh \tmm^mm 2 {ctB«©a 0 
C0060] tttt^aiv ■ 



1 




339g 






2422g 






1 2 Og 




t H a :^->:/a bf ;^fe;VD 


gog 






60g 






7g 
650g 


iSWfi^jfi^ 6 te« Lfcs 0 iciaK $nfc. ★ ★ c 0 0 e 1 ] 












5 DOg 


III 




h 57g 






3b 




7-th> 


540g 






231g 



if [0 0 6 2] ttmmv com^mmtmrnmnms tm 



1 r-^;< fyV-A^^if^i'tflM 2 2 2 g 

T>c:h-;H»* I 473g 

«jea-k;vD-;^ 1 0 0 g 

★Kftv^'^-^':;^ 2 0 0 g 

-7e'»JJ^aat:^^yf A 5g 

-^0;4c 3 7 5 g 

9m\im&m s (rgas^ny^. [ 0 0 e 3 ] 



II p: 
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(12) 



5-29483 1 



21 



22 



III 



[0 0 6 4] m^mmm^vy sottg 
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